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Art Unit: 3771 

DETAILED ACTION 
Claim Rejections - 35 USC § 102 

• The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

" Claims 10 and 11 are rejected under 35 U.S.C. 102(b) as being anticipated by Sladek 
US 6,039,042. 

As to claim 10, Sladek discloses an inhalation device in figures 1-6 comprising: a main 
body formed cylindrically (12); a mouthpiece (11) provided at one end of the main body; a 
vessel (see canister of 40 in figs.l and 2A) provided at the other end of the main body, the vessel 
being for containing a pharmaceutical composition which is pulverized into fine particles by an 
air-generated impact for dispersal in air (col. 3, lines 45-50); an inhalation flow path (31) formed 
of the inner side space of the main body, the mouth piece and the vessel, the inhalation flow path 
being* for flowing outside air containing the fine particles of the pharmaceutical composition 
from the vessel-side toward the mouthpiece-side (see fig.2A); an air inlet port (see "air flow 
path" in the labeled fig. 2A, attached below)for introducing the outside air to the inhalation flow 
path; and a divider (20B) for dividing the inhalation flow path, the divider having an orifice (an 
orifice is covered by 20B, see figs. 2B, 2C) for reducing the diameter of the inhalation flow path 
and being located downstream of the air inlet port. Sladek however lacks the explicit teachings 
of wherein the inhalation flow path has such a capacity that an air-generated impact can be 
applied to the pharmaceutical composition by the outside air, which is fed from the air inlet port 
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into the inhalation flow path located upstream of the divider by an air inhalation of user. 
However, it should be noted that the "air-generated impact" is provided by the air flow port/paths 
as claimed, and such air flow port/paths are taught by Sladek, thus, Sladek' s device is inherently 
capable of providing air-generated impact and pulverization of the pharmaceutical composition. 

As to claim 11, Sladek discloses the inhalation device according to claim 10 comprising: 
an air outlet (a path through apertures formed by ribs 29, see fig.l) which opens into the 
inhalation flow path; and an auxiliary flow path (20A) for feeding the outside air into the 
inhalation flow path through the air outlet by the air inhalation of user. Sladek further teaches 
the location of the orifice and the air outlet is such that the outside air flowing in from the air 
outlet is inhaled into the mouth of the user without passing through the orifice (see figs. 2A and 

6)- 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 1 03(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over by 
Sladek US 6,039,042. 

As to claim 1, Sladek in figures 1-8 discloses an inhalation device for transpulmonary 
administration a chamber (space inside the apparatus depicted in fig.2A, see labeled fig.2A 
attached below) for containing a pharmaceutical composition which is pulverized into fine 
particles by an air-generated impact for dispersal in air; an air inlet flow path (see labeled fig.2A, 
attached below) for introducing to the chamber outside air to apply the air-generated impact to 
the pharmaceutical composition and for injecting the outside air toward the pharmaceutical 
composition; an inhalation flow path (31) having a suction port (a path through apertures formed 
by ribs 29, see fig.l) located inside the chamber to inhale the pulverized pharmaceutical 
composition; a housing (body of the apparatus depicted in fig.2A, see labeled fig.2A attached 
below) for accommodating the chamber, the air inlet flow path, and the inhalation flow path; a 
mouthpiece (11) provided at one end of the housing, the mouthpiece being provided with a 
mouth-side flow path (1 ID) which communicates with the inhalation flow path, and an auxiliary 
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flow path (20A) for directly inhaling the outside air which does not communicate with the 
inhalation flow path and the mouth-side flow path. Sladek, however, lacks explicit teachings of 
wherein the inhalation device for transpulmonary administration is configured such that the air- 
generated impact is applied to the pharmaceutical composition by the outside air which flows 
into the chamber by inhalation-induced pressure generated when a user (patient) inhales air, and 
the pulverized pharmaceutical composition is introduced to the mouth-side flow path, and at the 
same time the outside air is directly introduced to the auxiliary flow path by the inhalation- 
induced pressure. However, it should be noted that the "air-generated impact" and "pulverized 
pharmaceutical composition" are provided by the air flow port/paths as claimed, and such air 
flow port/paths are taught by Sladek, thus, Sladek' s device is inherently capable of providing air- 
generated impact and pulverization of the pharmaceutical composition. Therefore, it would have 
been obvious to one of ordinary skill in the art to consider the use of Sladek 5 s device would have 
provided the function of "air generated impact" and pulverization of the pharmaceutical 
composition because Sladek also teaches a housing large enough to provide a pulverization 
surface (see fig.2A) for the pharmaceutical to be impacted when the outside air is introduced into 
the housing by the inlet flow path, auxiliary flow path, and/or suction port prior to inhalation. 

As to claim 2, the scope of claim 2 is substantially overlapping with clam 1 . Therefore, 
Sladek teaches the invention specified in claim 2 as applied for claim 1 . Sladek further teaches a 
mouthpiece (1 1) provided at one end of the housing, the mouthpiece being provided with a 
mouth-side flow path (1 ID) which communicates with the inhalation flow path and a divider 
(12A) having an orifice (17) at least one of the mouth-side flow path or the inhalation flow path 
for reducing the diameter of the flow path by forming a step part (12). 
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As to claim 3j Sladek teaches the inhalation device for transpulmonary administration 
according to Claim 2, wherein a plurality of dividers (multiple dividers (16) are depicted in fig. 6) 
each having an orifice (plurality of 17 depicted in fig.6) is provided at appropriately spaced 
intervals. 

As to claim 4, Sladek teaches the inhalation device for transpulmonary administration 
according to Claim 2 or 3 having a mouthpiece (11) that includes an auxiliary flow path (20 A) 
for directly inhaling the outside air which does not communicate with the inhalation flow path 
and the mouth-side flow path. Sladek further teaches wherein the inhalation device for 
transpulmonary administration is configured such that the pulverized pharmaceutical 
composition is introduced to the inhalation flow path and the mouth-side flow path, and at the 
same time the outside air is directly introduced, to the auxiliary flow path by the inhalation- 
induced pressure as applied for claim 1 . 

As to claim 5, the scope of claim 5 is substantially overlapping with clam 1 . Therefore, 
Sladek teaches the invention specified in claim 5 as applied for claim 1 . Sladek further teaches 
the inhaled outside air to flow into the mouth-side flow path though an air outlet which opens 
into the mouth side flow path (see outlet though the mouthpiece 1 1 in fig.2A). Sladek continues 
to teach wherein the inhalation device for transpulmonary administration is configured such that 
the air outlet allows the outside air to flow in the air discharge direction of the mouth-side path 
and is formed in a ring shaped along the inner circumferential wall surface of the mouth-side 
flow path (see a ring shaped outlet though 1 ID in fig. 6). 

As to claim 6, Sladek teaches the inhalation device for transpulmonary administration 
according to Claim 5; wherein the inhalation device for transpulmonary administration is 
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configured such that a divider (12A) having an orifice (17) for reducing the diameter of the flow 
path is formed at the mouth-side flow path; and outside air containing the pulverized 
pharmaceutical composition passes through the orifice, and thereafter is surrounded by outside 
air flowing into the mouth-side flow path from the ring-shaped air outlet (see figs. 2A^ 2B ; and 
6). 

As to claim 7, Sladek teaches the inhalation device for transpulmonary administration 
according to Claim 6; wherein a flow-path length of the orifice is formed to be elongated to the 
air discharge direction of the mouth-side flow path (see fig.2B). 

Claims 8 and 9 are rejected under 35 U.S.C 103(a) as being unpatentable over 
Sladek US 6,039,042 as applied to claim 1 above, and further in view of Yamashita et al. US 
2003/0101995A1. 

As to claim 8, Sladek lacks the chamber for containing a non-powder cake-like form 
which disperses in air by an air-generated impact and accommodating a vessel sealed by a 
sealing member, and an unsealing member for releasing the sealed condition provided by the 
sealing member, wherein the inhalation device for transpulmonary administration is configured 
such that the vessel is unsealed by the unsealing member to establish communication between 
the chamber and the inside of the vessel, and the air-generated impact is applied by the 
inhalation-induced pressure to the pharmaceutical composition contained in the vessel. However, 
Yamashita teaches a vessel and pharmaceutical discharge mechanism of a dry powder inhaler 
where the vessel houses a freeze-dried ("cake like form") composition in a non-powder form, 
have a needle part with a discharge flow path, a stopper that seals up the vessel which is pierced 
by the needle parts in order to communicate an air jet flow path and a discharge flow path with 
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the inside of the vessel. Yamashita further teaches such vessel structure allows for air to be 
jetted into the vessel from the air jet flow path in order to break down the freeze dried 
composition into fine particles by the impact of the jetted air (see page 5, paragraphs 94-96). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the vessel of Sladek in order to incorporate a vessel that can administer 
inhalation of a freeze-dried pharmaceutical composition, and further provide the vessel with 
sealed and unsealed members in order to create jetted air into the vessel to break down the 
freeze-dried composition into fine particles by the impact of the jetted air as taught by 
Yamashita. 

As to claim 9, Sladek lacks a check valve to prevent the pulverized pharmaceutical 
composition from flowing to the outside from the air inlet flow path. However, Yamashita 
teaches a check valve (see fig. 5, 30 of Yamashita) to control the pressure inside a vessel (see 
page 23, paragraph 430 of Yamashita). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to provide the canister/vessel of Sladek with a 
check valve in order to control the pressure inside the canister/vessel as taught by Yamashita. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file. 

Drawings 

The drawings are objected to under 37 CFR 1.83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the suction port (claim 1), step part 
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(claim 2), and plurality of dividers (claim 3) must be shown or the feature(s) canceled from the 
claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
mustie removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will 
be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

Specification 

The disclosure is objected to because of the following informalities: Applicant is 
requested to review reference number cited for the inhalation flow path (1) and mouth-side flow 
path (1 1). While reviewing the application, the Examiner came across recitations where both 
flow paths were indicated as reference number 1 1 (see specification page 15, line 6). Applicant is 
requested to review the entire disclosure and make appropriate corrections. 
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Claim Objections 

Claim 4 is objected to because of the following informalities: should "a mouthpiece" in 
line 2 be "said mouthpiece"? Appropriate correction is required. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Mecikalski (US 5,577,497), Johnson (US 5,654,007), Ivri (US 5,758,637), Smith (US 
5,785,049), Jaeger (US 5,964,416), Kriesel (US 5,993,421), Haber (US 5,435,282), and 
Drachmann (US 6,712,070B2) are cited to teach inhalation device. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shumaya B. Ali whose telephone number is 571-272-6088. The 
examiner can normally be reached on M-W-F 8:30am-5:00 pm. 

^ Tf attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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